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Claims 13-15, 17 and 23-26 are presented for examination. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 13-15, 17 and 23-26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Collins et al. (U.S. Patent 6,096,728) in view of Kutilek, III et al. (U.S. 
Patent 5,770,217), Wilder (US 2002/0009421), Bull et al. (US 5,506,145) and Shafran 
(U.S. Patent 6,297,015). 

Collins et al. Teach a composition comprising a COX2 inhibitor such as celecoxib 
used in the treatment of acute or chronic inflammatory diseases including chronic 
fatigue syndrome or side effects from radiation therapy. See column 1 , line 57, column 
2, line 3 and column 32, lines 21-34. 

Although, Collins et al. do not specifically teach the fatigue as the specific 
species of said side effect from radiation therapy, it would have been obvious to a 
person skilled in the art to use a COX2 inhibitor not only for the treatment of chronic 
fatigue syndrome but also to fatigue that is a side effect of radiation considering the 
teachings of Kutilek Wilder, Bull and Shafran. 

Kutilek et al. Teach that fatigue is a side effect that is commonly associated with 
radiation/chemotherapy. See column 16, lines 39-43 and column3, lines 56-63. Bull et 
al. Teach that that fatigue, fever, chills are signs and symptoms of inflammation, 



Application/Control Number: 09/884,466 Page 3 

Art Unit: 1618 

wherein the treatment of said signs and symptoms can be corrected by treating 
inflammation. See column 1, lines 32-45. 

Wilder et al. and Shafran et al. teach the effectiveness of COX2 inhibitors and its 
use in the treatment of not only radiation induced inflammation, but also fatigue and 
other symptoms and signs such as fever and chills as well. 

Wilder et al. teach an effective treatment of UV radiation induced photodamage 
to the skin and symptoms related thereto such as inflammation, weakness, chills, fever, 
pain and tenderness, using a therapeutically effective amount of COX-2 inhibitors such 
as celecoxib and refecoxib, see full text, especially pages.28-31 at column 4. The 
effective dosage regimen for the topical application of COX-2 inhibitor is about 50-400 
mg per unit dosage, preferably 100-200mg in suspension or solution, see paragraph 34- 
45 at column 4. 

Shafran et al. Teach a COX2 inhibitor such as celecoxib and its use in the 
treatment of side effects such as fatigue, fever and chills associated with ifabutin and a 
macrlolide (e.g. clarithromycin) antibiotic therapy (RMAT) used in treating Crohn's 
disease. See column 5, ( line 60 thru column 6, line 18. The above reference teaches 
that symptoms (e.g. fatigue) responded well to COX2 inhibitor such as celecoxib with 
200 mg/per day with no adverse effects. 

Thus, it would have been obvious to a person skilled in the art to use COX2 
inhibitors to treat radiation induced fatigue when these references are combined, 
considering that the successful result for the treatment of radiation induced fatigue by 
COX2 inhibitors is readily apparent to any skilled artisan as well as other acute or 
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chronic fatigues regardless of its pathologies, where reasonable expectation of success 
would flow naturally from following the suggestion of prior art. 

One would have been motivated to combine the teachings of the above 
references, since they in combination relate to the use of COX2 inhibitors for the 
treatment of fatigue caused by different reasons. To use a compound being used for 
the treatment of chronic fatigue and use it for the treatment of fatigue caused by 
different reasons is considered to be within the skill of the artisan in the absence of 
evidence to the contrary. Applicant has presented no evidence to establish the 
unexpected or unobvious nature of the claimed invention and as such, claims 13-15, 17 
and 23-26 are properly rejected under 35 U.S.C. 103. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh Fay whose telephone number is (571) 272-0573. 
The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on (571) 272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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